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FDA-Directed Drug Panels
The NRC review of pre-1962 drugs did not address the marketing status of most over-the-counter drugs. In 1972, FDA launched a second comprehensive review, this time on both the effectiveness and the safety of all active ingredients in over-the-counter drugs* At the outset of this review, PDA chartered 17 advisory committees representing therapeutic groupings. These 17 panels met a total of 522 times over a 9-year period? they reviewed 722 active ingredients for over 1,400 indications and submitted over 75 reports on different therapeutic categories, e.g., internal analgesics, antimicrobials, and vaginal contraceptives.
The central function of these review panels was to report and explain their assessments of the safety and effectiveness of the ingredients used in over-the-counter drugs.  These reports were to set forth not only the panels1 judgments rating each ingredient (as generally recognized as safe and effective, as unsafe or ineffective, or as requiring additional study), but also supporting documentation and rationale. The panel reports became treatises on the various therapeutic categories, some well over 1,000 pages long. The recommendation segments of the reports were considerably shorter.
FDA intended from the outset to rely heavily on the panels9 assessments and thus insisted that they produce thoroughly documented findings.  In addition, the panels were required to meet in public and to adhere to other requirements of the Federal Advisory Committee Act. Together, these obligations prolonged the panels' deliberations. Although the Antacid Panel completed its report in less than a year, more complex categories, containing more ingredients, occupied panels for several years, during which they may have met once a month.
The responsibility of producing a fully documented report required the panels to rely on FDA staff to assemble information, handle administrative and stenographic responsibilities, and often do much of the drafting. Thus, the sharp separation that existed between FDA's Bureau of Drugs and the NRC panels never characterized its relation with the over-the-counter panels. However, because discussions of draft reports were held in public meetings and panel members reached their judgments in these meetings, the fact that the final text and judgments represented their views, rather than those of agency staff, was clear. The assessments